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Shanghai Wheelchair Factory's
Manual Wheelchair Series

Submitter's Name, Address, Telephone Number, Contact Person and Date Prepared.

Shanghai Wheelchair Factory
80 Lane 251 Zoayang Road
Shanghai, China 200062
Phone: 86-21-62542392
Fax:86-21-62168882

Contact Person:

Tracy Ma
Representing Shanghai Wheelchair Factory
Project Manager
Vendor Development Group, Inc.
120 Ionia Street SW
Grand Rapids, MI 49503

Date Prepared:

February 28, 2004

Name of Device and Name/Address of Sponsor

Manual Wheelchair Series

Vendor Development Group, Inc.
120 Ionia Street SW
Grand Rapids, MI 49503
Phone: (8770 836-3673
Fax: (616) 459-9850

Common or Usual Name

Manual Wheelchair

Classification Name

Wheelchair, Mechanical



Predicate Devices
The Shanghai Series Manual Wheelchairs are substantially equivalent to are Invacare's
Model "Action Patriot" Manual Wheelchair (K930803) and Sunrise Medical' s Model
"Breezy 510" Manual Wheelchair (K974820)

Intended Use
The intended use of the Manual Wheelchair Series is to provide mobility to persons limited
to a sitting position.

Technological Characteristics and Substantial Equivalence

A. Device Description
The Manual Wheelchair Series are manually operated, self or attendant propelled, manual,
mechanical wheelchairs. Their intended function and use is to provide mobility to persons
limited to a sitting position. The products may also be used as attendant propelled patient
transport devices in a health care environment such as hospital, nursing homes, or extended
care facilities.

The products consist primarily of a metal frame, large rear wheels with hand rims for
propelling the chair, and smaller front pivoting casters for steering and turning. There is also
an attendant propelled version (Model 0400), which has smaller rear wheels than the others
in the series.

B. Substantial Equivalence
The Shanghai Series Manual Wheelchairs are substantially equivalent to Invacare's Model
"Action Patriot" Manual Wheelchair (K930803) and Sunrise Medical' s Model "Breezy 51 0"
Manual Wheelchair (K974820)

PERFORMANCE DATA
The Manual Wheelchair Series meet the applicable requirements specified in part 8 of the
ISO Standard ISO 7176: 1993(E), "ISO Standard, Wheelchairs - Requirements and Test
Methods for the Power and Control Systems of Electric Wheelchairs










